019334

T |

S
S
&
»,

,, Aif? Seience For A Betler Life

October 24, 2016

LS. Enwironmental Protection Agency
Document Processing Desk - 6(a)(2)
Office of Pesticide Programs - 75804P
Room 8-4800, One Potomac Yard
Arlington, VA 222024501

SUBJECT: 8{(a}(2) Incidents Accumulated for Month of September, 2016

Dear SirlMadam:

Mlease find additional Bayer Animal Health Division 8(a)(2) incidents

Bayer

accumulated during the month of Seplember, 2016. These incidents sty

are being submitted in accordance with FIFRA Section 6(a){(2).

Flease feel free to contact me at chris.enslev@bayer.com or 813-268-2730,

it | can provide any additional information, or to be any further assistance.

Respectiully,
BAYER
ANIMAL HEALTH DIVISION

A < :
C‘&\ N g&\%\hg«*

Chris Ensley

Reguiatory Affairs Specialist

Encl; Bayer report nos:
2018-US0055734, 2016-USD055834, 2016-US0055858, 2016-USN056604,

2016-US0056800, 2016-USR057739, 20168-US0057765, 2016-US0058172,
2016-US0058029, 2016-US00582088, 2016-US0059506, 2016-US0059917,
2016-US0061022, 2016-US0061715, 2016-USQ0N61721, 2016-US0061751,
2016-1J80062393, 2016-US0062395

ED_005739D_00013657-00001



Volustary Industry Reponting Formfor 606421 Adverse Bifeois Incident Informmtion

Proveid

Row i

inistritive

Reporter Nome

Ex. 6 Personal Privacy (PP)

H known, requiced infurmation, B repived data fleld information is anknown, destgpate 58 such in approprisie aren. Page § of 3
Subnnission Contactl persen (i different thun reportery| Internal 1D %
.

Kot Applicable 016-USH055734
10-24-2016

i
i
!
: Ex. 6 Personal Privacy (PP)
i
i

T

Adklress

USA

Phone #

Pl #

Ex. 6 Personal Privacy (PP)

Ineident Satas oo fon and date of incident., Date regls Was incident part of larger study 7
b s aware of

Hew
I updateinclade date of
nriginal submmission

09-02-2016

fcident,
Ho
09-03-2016

Bowl
Pestichidels

Tnverdvesd

EPA Registration # (Produt 13

11556-152

EPA Regstration # {(Prodect ) taration # {(Produst 33

AL €} AL fs} AL s
Imtdecloprid-Pyriproxyfen
Product | name Product 2 nams Poeoddsct 3 name

Advantage II Large Cat

Exposed to concentrade prioy to dlution ?

Exposed to concentrate prior to dlation 7 | Exposed to conventeat 2 prior to dilution 7

Fomolation Frrnudation Parpubation ‘

Topical solution |

3 Evidenve label directions {Incident site (Fxnples inclode bome, yagd, Sruation {act of uwsing producty Woxamples i

Inoident were pol folowed? schivod, industrial, nursery/ gresuhoumse, inchding mikingfomding, reentey, 5

Cireusmst snoes Yes sarfice et er, cz,:u-zmma:a:zi tgf, application, transportation, repsir, ]
buildingloffice, forest/woods, sgrindial maintenancs of application equipment,

Intestional misuss

Ho highvaiy bh.

Appheator centifivd
PO
Hoy

{specily crom), right-of-way, {rail, aility, AR

factwringformulating).

See Incident Descripticn Notes

Heowexposed Brief description of invident circumstances

{examples inclade divecy
contact with treated

surface, B
dhrift, rumnd

on, spHl,

See IngCident
Dascription

Yersion © 7-Sep-2016 at 1043

ED_005739D_00013657-00002



Yoluntary Indastry Repornting Form for 6a){2) Adverse Effects Incident Information

Provide all known, required information. H required data feld information is enkaown, designmie as such in appropriute srea,

Internal I # 1e-USNO55734

Briof deseription of inchient circmmstances

On 02-Sep-2016, a 56 vear old woman, in unknown condition, with concomitant medical conditions
of type IT disghetes and hypertension, was exposed 1o an unknown amount of Advantage 11 Large
Cat {Imidacloprid-Pyriproxyfen) when some of the product got into her mouth and onio her lips
after the cat shook 30 minuies after application.

Impediately post exposure, the woman expsrisnced a tasie of bitterness. The woman drank water.

The woman was not examined by a physician and the sign continued,

S

Version  F-Sep-2H6 g 143

ED_005739D_00013657-00003



Voluntary Industry Reporting Form for 8{(a)2) Informaton lovolving Hurans

Frovide all known, requived information. If requived dita field informution i unknawa, designate as such in appropriste mes,

Page 3 of 3

Bemographic-informatio
Aget 56 Year (s}

Sex: Female
Oreoupation (f relevant)

Ex posure rovte:

Biher

of
swcidehomicids or attempled
suiciceshomionde?

W adverse #fTect rexsult

Ho

Was protective slothing worn
{spenifyy ?

I female, pregnant 7

Unknown to Company

Wi exposers: oceupational?

If ves, days logt due 1o Winess;

Time betwesn sxposure and
paset of YR Rk 4R

1 Minutes *

Tyvpee of medical vare sought (examples
mchuds none, clinie, bospital emergency
deparimest, private physician, PO,
hospital inpativny)

Eyposurs data:

Unknown per 1

At of pestick

Hapose duration:
0 Days
Potient weight

Hnknown

Humun severity category

H-C

List signsfsymptomsfadverss effects
Taste disorder

F fab teaty were performed, st
test namas and result(H avaiiable
subrnit reportl.

Hone reported

This g can be used to provide any explanstory or qualifeing information surraunding the incident, {udd additional pages if necessary)

Ievtarrmad 11

2016-USO0%5734

*approvimate

ED_005739D_00013657-00004



Neduntary Industry Reponing Formfor 82 Adverse Fifects Incident Information

Provide all known, vequired information, If reguired data fleld information is enknows, designnts o5 soch in sppropeinte area,

Paze 1 of 3

Row 1
Adnvinistrative
uta

Reporter Name

Ex. 6 Personal Privacy (PP)

Sobrission
date.

10-34-2016

Not Applicable

Contact person (6 different than reporterd] Interal 1D ¢

2016-U50055834

Ex. 6 Personal Privacy (PP)

Subdroes

U9A

Phone #

Pl 4

i Ex. 6 Personal Privacy (PP) :
i

Irssddent Jatus

MNew
I ekt e, e duck
eriginat submiss

dite of

09-02-2016

Location and date of Incidant.

Pt registrust
becams aware of
ipcident.

09-02-2016

Was invident pare of Jarger study 7

Ho

Row 2
Pasticide(s)
Involyved

EPA Registration & (Product 1)

11556130

EPA Begisintion # (Produst 2)

EPA Registration # {Product 3)

Al 51

Imidaclioprid-Pyriproxyfen

AL {8

At s}

Product | nams

Advantage
Dog

1T Extra Large

Prosht 2 nawe

Product 3 nan

Exposed 1o concentrate prior to Shtion ?

{Exposad to concentrate prior (o dilition 7

Exposed to contentrate privr Wy dilation ?

Formudation
Topical solution

Formalalion

Formulation

Poawe 3
Inechkne
Clroumsiances

Evidence label directions

ware ot folowed?
Yes
Intentionsl misuse

o

Applicator certifted
PO
Ho

Incident stter (Bxanples include home, yard,
school, indusirdal, wurseryd groestho

surface wser, comavercial tarf,
buildingfofiice, forests

(specify cropl, right-ofway, (rail, nifity,
highwary by

Stuation {act of wing productY dexamples
inchiding mixingdoading, reentry,

applicsl 108, Tansporiation, repair,
whatntznancs of applcation egiipment,
manufactwringTormlating.

See Incident Description

Holes

Huow exposed:
feiamples inchude dirsct
coniact with trested
saface, mgesion, spill
drifs, runofty,

Sez Incident

Brief deseription of fncident circumstances

oo
Y
;f‘;

Bescription

C

Version 1 7

ED_005739D_00013657-00005



Vodugtary Industry Reporting Foom for 62 )3(2) Adverse Effects Incident Information
Provide af

brown, required information. B reguired dats fivhl information Is anknowy, designate as sach in approprists mea

Pape 2 of 3

Insernad 1D # 2016-U50055R34

Birtef desoriptinm of incidont circumestances
O 02-%ep-20158. 3 woman, in unknown condition, with concomitant medical conditions of
hypothyroidism and a memory disorders, who was taking an unspecoified thyroid medication orally
since approximately 2016, was exposed to an unknown amount of Advantage IT Exira Large Bog
{Imidacloprid-Pyriproxyfen) when she opened the box and the tubes leaked onto her hands, then
she touched her tongue.
approximately 30 minutes post exposure, the woman experienced g numbness and tingling
sensation on the right side of her throat. The woman rinsed bher hands.
The woman was not examined by » physician and the signs continusd.

Yersion @ T-Sep-2016at 13533

ED_005739D_00013657-00006



Yolumtary Industry Reporting Form for 6ia)(2) Information Involving Hunans

Frovide sl knwwn, regoived information. If requived data field inform

ion s unknown, designate as such in appropriats e,

Page 3 of

Demographic information:

:20-64 Years

%ex: Female
Cocupation § 1 relevant}

Exposurs route

Other

Was adverse effect resalt of
seicideomicide or attempted
suicidedhominile?

Ko

Was g

{speciye ?

srive Clothing worn

B fervbe, pregnant ¥

Unknown Lo Company

Was expovure peoupatinoal?

B ves, days log dos to ilnesy

Time betwesy exposure and
ppset of symptoms:

30 Minutes *

- of medical care sought {sxamples
nome, clinde, bospital emergency
department, private physivian, POC
hospital inpatient)

Pxponre dota
Aspoant of pestivide:

Unknowry per 1

Expse taating
0 Days
Patient seight:
Unknown

s soverity eategory

BEC

H~L

List signsfeymptomsiadverse effects

Laryngeal irritation
Hypoaesthasia

H lab tests were performed, s
test nantes gk resdB O avatiable
syt repertl.

MHone reported

Fhis box can be wed 1o provide oy explasstory or quelifying information surrowsding the incidert. {mid additional pages if necessan

Inrernal H2 # $

2016-USDB055834

* approdmgia

Yersion : 7-Sep-2016 a1 1133

ED_005739D_00013657-

-~

00007




Yaluntary Indostry Reporting Form for 8{a}2) Adverse Bifects Incident Informuation

Provide oll known,

required information, I reguired duta feld lnformation Is unknown, designate

< such in appropride srea. Page I nf 3

Rovw §
Adimbnistralive

Data

Ex. 6 Personal Privacy (PP)

Reporter Mume Contacr, person (i different than veporters | Interna) 1D #
Ex. 6 Personal Privacy (PP) Mot Applicable 2016-U50055959
10-24-2016
Address Akiress
USA

Phone # Phone #
Ex. 6 Personal Privacy (PP)

Tocilent Matos: Lovation and date of incident, Pate registramt
becane aware of
foident,

Hew
F updete, fncdode date of
nrigingl submission

09052016 09-05-2016
1 -~ i ¥4

Was incident part of hazey study 7

Ho

Row? EPA Begstration #{Product 13 EPA Registration # (Prodhict 23 Rogistration # {Product 33
Pestividefs)
Involved 11556-144
AL (& At ik Ad (s
Imidacionprid-Permethrin-
Pyriproxyien
Prodoct 1 name Produt 2 wams Product 3 aame
Kg Advantix I Extra
Large Dog
Exposed to concentrate prior to diliion 7 {Exposed to concentrate prior to difation 7 | Bypossd to concentrate prior to dilution 7
Formalation Formulation Formulstion
Topical solition
e 3 Evidenoe label divections | Incident site: (Exaroples inolade home, vard, Bivuation (act of wding product) esamples
Facident were pot followed? | schnd, industeial, nursery/ greenbouse, inchuling misinghoady STy,
i Yos surfsee water, commereial tuef, application, tramsporiation, repair,
i o

building/office, forestfa

Intentin

N Bidvway .

5, agricolural maintesance of appleation equipament,
Gapacily crop), right-of-way, frafl, uility, manufpetaringformoluing).

See Incident Description Hotes

Brief description of incident circumstan

fexamples fnchde divect
coptact with treated

aurface;, ngestion, spifl,
drift, runoff.

S5ee Incident
Description

gas

n,

Vergion T E-Sep-20H6 at 10017

ED_005739D_00013657-00008



Yoluntary Industry Reposting Form for 602 Adverse Effects Incident Inforngtion

Provide all Knows, required informatioan, 1 requeived data fiedd information is uknsoen, &

sigrate as such 0 appropriste srea Page 2of 3

Internal (D # 2016-H50055959

Brief description of incidmt clrownstances

n 05%-%ep-2016, & 57 vear old woman, 0 unknown condition, with no Enown concomitant medical
conditions, was exposed to an unknown amouni of K9 Advantix I1 Extra Large Dog
{(Imidacioprid-Permethrin-Pyriproxyfen) when she bit the tube to open 1t and a swmall amount
squirted dnto her mouth.

Approximately 5 minutes post exposure, the woman experienced a slight tingling sensation on
her tongue. The woman rinsed her mouth and the sign continued.

The woman was not exsmined by a physician.

Yersion | $-Sep-2N6at 117

ED_005739D_00013657-00009



Voluntary Indusery Beporting Form for 60aX2) nformation Tovolving Humans

Provide oll kaowa, required informstion, 11 reguired duta fleld information is unknown, designate as such in sppropriste sres. Page3of 3
Demographic information: Exposgre rower ; " o ; .
. :»“7 ;‘ on i Exposure Was adverse effect vesult of Was protective dlothing worn
Ager 87 3 3 ) o, . ; : Ly
gl 57 Year(s) sgcidefhoncide or sttempted tspapifyy ?

« - suichilefionsoide”
Sx: Female

Qemspation {3F relovant) Other Ho

sationel? Time betwesn exposure and

anset of symptoms

Wis SR pOsure oc

H female, pregnont ?

Unknown to Company I wes, days Tost doe to iHlnese 5 Hinutes *

I lab tests were performed, Ha
test namses aod rendiscll availabls
subistit FEpOTLY,

T ype of mindical cara h(}ilghi' {i‘,‘-,‘(ii‘ﬁ'&{?f(‘,‘-&i Faist gg\g‘xﬂ ;g,r'g}rm‘ii_g;_:}nmj@ijagg;rga effeits
inchude none, chinde, bospital emergeney | Paraesthesia

departaent, private physician, POC,
hospital fnpatient) Hone reporied

Exposure data:
Aamenant of pesticide:
Unknown per 1

Exposs durntion:
0 Days
Pationt weight

Unknown

Human severily sategory
H-C

This box con e aed 1o provids any expluatory or qualifying informstion swrosnding the invident. (add additionml pages

frsrnal 1D # AT

¥ approsimate Version : 8-Sep-2016ar 10617

ED_005739D_00013657-00010



Voluntary Industry Reporting Form for 621 Adverse Effects Incident Information

Provide all knven, repdred infoonstion, If required dota Teld infoamation is unknown, destgnaste assuwh o appropriste ares. Page 1 of 3
Howl Heporter Name Sbnrission Contact person 3 differont than reporter)i Tnternal I #
Administrative ! : ; date. ; - ; e € £ (N
Uk ) ¥ 1 Ex. 6 Personal Privacy (PP) g o Hot Applicable 201E-~USO05 6609
sl i 10-24-2016
Address Addreas
a4
Ex. 6 Personal Privacy (PP) - {,,*“".m-v-}’{\/li‘,\’{w ;
S A
Phone # Phone #
Ex. 6 Personal Privacy (PP)
{mcident Status Loation and date of incident, Date registrant Was incidont part of largor study ¥
Hew h ;w swars of
. . . . incdent.
I upduie dmclode date of o B
i L o]
origing] submission e . !
I 09-07-2016
08-07-201%

How 2 EP & Registration # (Prosduct 13 EFA Registration # (Product 2} BPA Registration ¢ (Prodact 33
Fostiidais)
Involved 115596-152

AT A (8} AL isd

Tmidacioprid-Pyriproxyten
Provlect 1 name Proshiet 2 name Praduct 3 name

Advantage 11 Large (at

Exposed to concentrate prior e dilmion 7 {Bsposed to concontrate prior o dilmtion 7 | Exposed 1o concentrate prior fo dilution 7

Fornmlation Formalatinng Formadation
Topical solution

Revg & Evidenee Jubel directions [incident site: (Exawmples inclade home, vard, Situation (st of ukng product) Hensmaples
were not folowed? schond, ndustrial, na cendnse, including miginpfoading, reenty

Incident

- Yos sm_f:‘x_m: wter, o skl furf, app—iic:ﬁimz. §1"4!§$§)€}-2‘; m.cm, reps ir,
. . snbdingfoffoe, forestfenods, agriculiurad madnienance of spplication equiprunt,
Intentional misuse {specify cropd, right-of-way, {rail, utility, manulactwingfrrmulating).
i1y highyeay ).

Applivator certilicd See Incident Description Hotes
PO

Ho

Hirw exposed: Brief deseription of ncident chroumstanges
fesamples include direct
contact with treated
srface, mgestion, spill,
rife, raneffy.
See Incident
Description

LoV —

Wersion  9-Sep- 20048 a1 08:23

ED_005739D_00013657-00011



Voluntary Industry Reporting Form for 600323 Adverse Bfects Incident Information

Providy all known, requived infurmation. I reguiresd data fickd information is unkaown, destgnate sssovh in appropriste area. Page 3

Intemnal 10 # 2016-U50056609

Brief desoription of ingident clrowmstances

O 07-Sep-~-2016, a 57 year old, woman, in unknown condition, with concomitant medical conditions
of diabeies, hyperiension, depression and bipolar disorder, who was taking an unspecified blood
pressure medication, an unspecified anti-depressant medication, an unspecified bipolar
megdication, unspecitied vitaming and an unspecified baby aspirin since approximately 2016, was
gxposed to an unknown amount of Advantage I1 Large Cat (Imidacloprid-Pyriproxyfen) when she
applied the product to her cat and placed the cap from the tube in her mouth to hold i,

Immediately post exposure, the voman experienced z taste of the product {had tas
rinsed her mouth with water and wiped her tongue with a fowel. Approximately 5 m
exposure, the woman experienced 2 tingling sensation on the side of her tongus.

&

The woman was not examined by a physician amd the signs continued,

Version @ B-5ep-2016 4t 0823

ED_005739D_00013657-00012
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Volontary Industry Repoding Form for 6a)2) Information Involving Humans

Provids

Plonerws, rzgquired Information, 1F regaired data feld information ix anlosown, designate as such in appropriste area.

Demographic informastion Exposurs roule:
Ager 57 Year{s)

Was adverae effect result of W s protective ol bing worn
Sesnicide o altempied iapeciy) ?
suieidedhomicide?

s Femzle
Copapation ¢ relevant ) Other N

0t Was exposure ocenpational? Time botween exposme and

ouset of symploms:

H fomale, pre

Unknown to Company W yos, days fodt due to illness: 1 Minutes *
Fype of modieal vare sought {examples | Lig sienssyognmsiadverse effeets B dob tests wers performed, Fa
inclode none, clinie, hospital croergeney | Taste disorder et numes and results( i available
deparirment, private physiclan, PO, Pargesthesia subinlt reporty
hospial inpationt) Mone reported

Exposore data
Amount of pesticide;

Unknown per 1

Expose duration:

& Days
Patient w

Hnknown

Human severity o

This box ean be used to provide any sxplanstory or gralifying information. serronsding the incident. {234 additional prages if mecessury )

Drsroaal I ¥ F Mh:"

2016-UA0056609 Lo/

# approxinuie Version 1 9-5ep-2016 ar (823

ED_005739D_00013657-00013



Voluntary Industry Reporting Form for 66002 Adverse Bffecrs Incident Tnformuation

Provide all known, requived information. I required data field informarion is ankanwn, designsts as such 18 sppropriste area.

Page d of 3

How i
Administrative
Fiata

Beonrtes Mo
i

Ex. 6 Personal Privacy (PP)

Suhmizsion

10~24-3016

Contact pereon (if different than reporter)

Mot Applicable

internal 1D #

2016-U50056800

Ex. 6 Personal Privacy (PP)

Adddress
UsA

Fhone &

Ex. 6 Personal Privacy (PP}

Phons #

frcidenr S

Hew
I upddatesdnclode date of
origing] sabmdssion

08-36-2016

o and date of incident.

Dt rep

hecame avire of
facident.

89-07-2016

W dnvident part of Jarger study 7

Mo

Row 2
P

Involved

foidedsd

EFA Registration # (Product 13

Unknown

EPA Beghstrgtion # (Produst 23

EPA Registration # (Froduct 3

¥

ENEY

5

Imidacioprid-FPyriproxyfen

A i)

e
%

Prostuct 1 name

Addvanta 1
unspecitied

I fdog-
3

Provhuct T name

Product 3 mams

Exposed to conceatrats prier to dhaion 7

Exposed to concentrate prior 1o dilution 7

Exposed to concentrats prior to dilmion ¥

Furpmdation
Topical solution

Formdation

Formulatiog

Clrénmstances

Evidence tabal directions
wasre not feHowed?

sturfave w

Yes L
- tutdingfdt

Bstentions! niisse

Mo | highaway i,

Applicator cenified
POOT
Ko

Incident siter (Examples include home, yard,
schuil, indestrial,
ter, cormmercial tarf]
s forestionods, agricidtwal
specily cropd, right-of-way, (rail, wility,

THEEETYS

araephouse,

Sttustion {(sct of wsing
mehading mixing!
apphicaiion, fra

manufsoturingformulating).

oduet} tlexaumnpies
WY
poatation, repair,
mzdntgnance of appheation sgaipment,

Hee Incident Description Hotes

Mo expased:
texamples inclode divees
contact with breated
surfgce, ingestion, spill,
et runofiy

See Incident
Desoriptian

Brief description of ncident ciroumstances

Gorsion | -Sep-2016 4t 0754

ED_005739D_00013657-00014




Yoluntary Industry Reponing Form for 6(23(2) Adverse Bffects Incident Information

Provide all known, rogquired information. T required dora field information is unkoown, d

Pags 2 of 3

Internal 1D # 2016~-H50D56B00

Hrief description of inoklent vircumstanves

On 30-Aug-3014, 2 79 vear old, woman., in unknown condition, with no known concomitant medical
conditions, was exposed to an unknown amount of Advartage 11 {dog-unspecifisd)
{Imidactoprid-FyriproxyTen) when she applied 1t to her dog and rubbed the product in with her

hands,

Immediately post exposure, Lhe woman washed her hands with an unspecified soap.

Approximately 2 hours post exposure, the woman experienced an applicaticn site rash,
application site prucitus, and application site pain on her hands.

(n 07-Sep-216, the rash spread to the woman's arms and Feet and was pruritic. The woman was
axamined by a physician who frested the woman with an unknown dose of predoisons orally.

The signs continued.

e

f

Version @ 9-Sep-2016 at 734

ED_005739D_00013657-00015



Volumary Industzy Reporting Form for 6la)2) Intormation Involving Homans

Frovide all known, required information. 1f required deta fiskd information is unknown, designate as such in appropriste ares. Page 3 of 3
Demoegraphic information: Exposure route; : - ;

b o o pus Was adverse offect resalt of
Ager 78 Year (s}

suicideshomicide or attempled
sufcidefmicide?

Sex : Female
Cecupating { i ye

Tevanty Other Mo

1 femsale, pregremt 7 Was exposwy peoupational? Time between sxprsure and
’ onsel of symptoms:
Unkneown to Company 1 yes, davs Tost due to illness 3 Hours *
Type of medival care sought {examples | Lig signsfsymptomsiulverse effsetx 11 Jub tesis were pc:‘fm‘ e, Bist
fnclude none, clinie, hospital emerseney Application site inflammstion test names and resutalll available
department, private physician, PCC, Application site pruriius subrdt repeat b
hosprital npatient Application site pain Hone reported
Dilute/irrigate/wash Dermatitis and eczema

Exposure data:
Ammount of pestiotide:

Unknown per 1

Expovee duration:
0 Days
Fationt weight:

Unknown

Fhaman severity catepory
H-C

X o be wsid o provide any explanotory or quadifying information swrrounding the inchdent, (add additional pages if ness

F bndernad [0 # V/M'
2016~ USOO58800 iw‘}
" approsimEte Version : $-Sep-2016at (754

ED_005739D_00013657-00016



Voluntary Indostry Heporting Form for 60 Adverse Efiects Incident Information

Provide sl Kavewn, reqeired Information. I reguived data Hekd information i wnkareen, designate as sooh in appropriste area.

Rara 1
Adminktrative
Dt

Reporter Mame

| Ex. 6 Personal Privacy (PP) !

{lontact person 3 different than reporter)

Hot Applicable

frteonal 1D #

k¢

2016-U5005773%

Ex. 6 Personal Privacy (PP)

Auldress

Usa

Phone #

Ex. 6 Personal Privacy (PP)

Phone #

Incident Satus:

Hew
 update,inchude date of
§ sudwmnission

49-11-2016

Location and date of incident,

Date vegistrant
became swars of
incidiont.

No
09-11-2016

Was fncidont part of lseger study 2

Row 3

Pestictdeisy
Involvid

EPA Registriation # (Produst 1)

EPa Registration # (Prodoct 2}

EPA Registration £ (Prodoct 3

AL i) Ak ()

Imidacioprid-Permethrin-
Pyriproxyfen

AL sy

Product 1 name

K& Advantix I Large Dog

Product 2 name

Proshast 3 pame

Exposed to concentrate prior to dilution 7

Fxposed to vonceutrate prior weodiligion 7

Exposed ti concentrate prioe 1o dihgion 7

Formulation
Topical solutien

Formdation

Formulation

IE =3t
Chronmstances

Tnichont site; §
school, indotcial, o
surface water, Uom

Evidence lukel directions
wirg not followed?

¥ps
fntentional misse

He

hidrwa ).

Applicator certified
PO
Ho

Situation {act of using produ
including mixinglowling, reontry,
application, tronsporiation, repakr,

mspulacturingformulating.

muintenance of application suyuipment,

) o{ewansples

See Incident Description Notes

Hurw expossd;
fexnmples inghade direct
contact with trosted
st apill,

surface, g

sheife, runaft

See Incident
Bescription

Brief description of incident circamstances

Version 1 13-5ep-2016at G9:2
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Yohwtary Indostey Beponing Form for 602 Adverse Effects Incident Information

Presvide all Knoswa, reguired Information, I reguired deta field information is unknova, designais us swh in approprists arc. Page 2of 3
Iriternat 10 & 201E-USTHISTTID

Brief description of incident circwmstances

On 11-5ep-2016, a woman, in uiknown condition, with concomitant seasenal allergies, was gxposed
to an unknown gmount of KB Advantix II Large Dog {(Imidacloprid-Permethrin-Pyriproxyfen} when
she rubbed her eye after she petted the dog who had the product applied on 08-Sep-2018.

Approximately 1 hour post exposure, the woman experienced 3 burning sensation to the skin
aragund her syes,

The woman was not examined by 4 physician and the sign conbinued.

Version @ 13-Sep-2016 a1 (0321
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Volantary Indosty Reporting Foron for S(a )2y Information Invelving Humans

Frovide ol known, regeired informustion. 1 regquired data field information s unknown, designate oo surl in appropriate area. Page 3 0f 3

Premographic information: Exposire rowter

Ace: 30-64 Years Was adverse effect result of Was protective clothing worn
AR LU-BS TRATS aF stienpted iyt ?

%x: Female

Creeupation {6 e

Other ]

sure soupational? Tiome batveen ¢

Lpsessire
wset of symptons

H female, pregrant 7

Unknown to Company I yes, days lost due tn ilness: 1 Hours *

Type of medical care sought (enamples | List sgns/sympiomsfadierse officts I fab tests were poerformed, Hst
inelsds none, olini tul emerpeney | Paraesthesia test wames and resslt (I available
department, private physiclan, PCC submil repirtd.

Bospital inpatient) Hone reporied

Exposge datw
Amowrd of pestivide:

Unknown per 1

Expose st ion:
0 Days
Patient weight:

Unknown

Hugnun severily categnry

H-L

This box can be wed o provide any explagatory or qualifying Information sorromding the fncident. (add additional pages if nze

fitovnal WY # s/”?

2016-US0057730 ‘ f}

¥ approximate Version ¢ 13-Sep-2016 st 892

ED_005739D_00013657-00019



Woluntary Industry Reporting Form for Gai2)y Adverse Bffects neident Infonmation

ate s such in appropriate ars,

Page T of 3

Paw
Adminisirative

TR

Reporter Name

Subrivisston

Ex. 6 Personal Privacy (PP)

date.

10-24-2016

Hot Applicabls

Contact persom (i different than roportery! Internal ID €

2016-USDOSTT6S

i
i
i
i
i
Ex. 6 Personal Privacy (PP} 1
i
i
i
i
i

54

Asklress

Phone #

Ex. 6 Personal Privacy (PP)

Phone 4

Inchdont Satus

New
If wpdateanchude date of
original subraission

Locatinn and dute of incident,

09-11-2016

e re

09-11-2016

rani Was invddent part of Targer study ¢
became awire of
mcident.

Ha

Row 2
Peostimideds)
£

Tavid

EPA Reg

11556-12

%

N

ation # (Product 1y

EPA Registration # {(Produst )

EFA Bemsiration # {Produst 33

AL i)

Imidacloprid-Pyriproxyfen

AL {5}

A3 isy

Product 1 oname

Advantagse 11 Hedium Dog

Prosdoct 3 name

Product 3 names

Exposedi

i+ concantrate prier vo diation ?

Exposed to concentrate prioy to @htion 7

Exposed to concentrate prior to dation ?

Formalation

Topical solution

Formadation

Pormulathon

Bow 3
Faroiderst
Cireummstances

Evidence label diractioms
wers not follovsd?
Yes
Intentiona! mususe

Mo

Applicator certified
PN
Kt

Incident siter (Examples invlude Bome, yard,
scinold, industrial, norsery/ gresnhowse,
surfnee vader, comunersiad vl
haldingodfice, fovostfwonds, agrivultural
{sprcHy crap), righi-of-way, {rail, atility,
highway .

Sttostion fact of wing produet) esamples
mnchuding miningfoadiog, reontry,

applivation, transportation, repa,
malntesance of apphoation equipmen,
ESE

wiwringfonmalating,

See Incident Description Hotes

How exposedd:
{examples nclade divewy
contact wikh treated
surfacs, it
fe. i,

i, spill,

Zee Incident
Bescription

Briel description of ncident clreumstances

,(/? A,
e

< ™
PN
fwt N

Verston @ 13-Sep-2010 at (8

ED_005739D_00013657-00020




Veluntary Industry Reporting Form for 8{(a)2)y Advers

Eieets Incident Information

Frovide alt knows, required information. If required dats ficld information s nkuown, desdgnate m sich in appropriste ares. Page Tof 3
Torteamal B3 & 2016-USGOST IS

Brief deseription of incident chroumsiances

On 11-%ep-2015, 3 23 vear old, man, in unknown condition, with no known concomitant medical

conditions, was exposed fo an unknown amount of Advantage 11 Medium Dog

{Imidacioprid-Pyriproxyfen) when he put fiis mouth on the application site of the dog who had

the product applied approximately 3 hours earlier on the same day,

Inmediately post exposyre, the man experienced tongue numbne
mouth with water and approximately 2 hours post onset, the s
intervention.

55, The man immediately rinsad Bis
ign resolved without medical

& §
%f ge

e
R |

Version ¢ 13-Bep-2016 ot (8253

ED_005739D_00013657-00021



Yoluntary Industry Reporting Porm for 6(u)2) Inforration Involving Humans

Provide s knewn, required information. I vequived data fleld informstion i uoknown, de

signate as such in appropriue arpe, Page 3of 3

aphic information
Yearisy

Oeupation { i relevanty

Qther

Was mibverse effect rosolt of
suicidefhondoids or atiompied
sidehomicida?

Mo

Was profective dhothing worm
a0y ?

If fersle, prognant ?

Was exposure socupational?
¥ (3

If yes, days lost due to ilness:

Time between exposre snd
orset of symptoms:

53

1 Hinutes =

Type of medical cars sooght {evamples
inchuds mones clinde, hosphial smergency
department, private physician, PCC,
Bosplial npatienty

Expoaare gt
Amaount of pesticids
Unknown per 1

Exposy duration
0 Davs
Patient weight:

Unknown

Human severlly cabegory

H-{

List signsfavimptonsdadyorse effects

Hypoaesthesia

I Yabsvests ware porformed, Hat
test pames and resultsUE avallably
subiit reget

fNone reporied

This box can be wsed to provide sny explanatory oy gualifying information sarrouding the jpeident, (add additional pages if nec

internal {3 #

2016-USO057 765

* gpproXinge

Yersim

ED_005739D_00013657-00022
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Yoluntary Industry Beporting Form for (a2 Adverse Bifects Tncident Information

Provids all known, requived Information. 1 required data field informstion it inkniwn, designate as such in appropriale aren.

Page 1 of 3

How |
Adminisirative
Tratn

Repsartey Nanw

Ex. 6 Personal Privacy (PP)

Submdssion
date,

10-24-2018

Comtant persen O differens thao reportent] Interaad 1D 8

Hot Provided 2016-U50058172

Aedrpes

Ex. 6 Personal Privacy (PP)

Adidress
UsA

Phows #

Ex. 6 Personal Privacy (PP)

Phone #

Incident Satus L. ot and date of incidend. Frate registrang Was incidemt part of larger stady 7
How ?}x:c:.;».a:'ne aware of
“ ‘ meident.
If updateinclule dete of * e
C No
original sabassion ey - N
= : : 09-12-2016
08-02-2016
Bow 3 EP A Registration # {Product D | EPA Reglatration # {Product 23 BPA Registration # {Product 3)
Postivida{s)
Fvolved 11556-155
ALk 1) AL () Mgy
Flumethrin-Imidacloprid
Product | nsms Product I name Product 3 pame
Seresto Dog (unspecifisd)
Exposedio concentiate prior 1o dilsion ? | Exposad to condentrate prior to dilmion ? Exposed to concentrate privy fo diligion 7
Formulation Formuistion Pormulation
Coltar
Paw 2 Evidenne label directions {Incident site: (Examples inclade hume, yard, Situation (act of nang prodenty Lexamples

Inciden
Chroun

were not folowent?

Yo

Intentinnal miase

buiti
{3
Mo highway b

Applicsior cenified
PO
No

schood, indusirisl, puw
asurface water, commercial 1ol
soffice, forestfacods, sprivulngal
eify sropd, right-of-say, (rail, vtility,

oy preenhrmse,

inciuling mixing!
application, trnsportation, repair,
mattenance of application squpmant,
st actringdformulsting,

sading, reentry,

See Ingident DRescoripbtion Notes

Haow exposed:
{exanplex i

< inchude direcy
ot with trooted
sion, s,
I

siface, i
drift, rusosd

£

See Incident
Bescription

Brief desctiption of hutdent circumstances

Ve %
o et

o

ED_005739D_00013657-00023



Viluntary Industry Reporting Foom for 6a)(2) &dverse Bifects Incident Information
Proseide sl knovan, required information. 1F veqeired data Peld nformution i€ ankanown, designats 1o soxh in appropriaie wrea.,

Internal 1D 4 2016 -USDOSRIT2

Briaf description of inchdeny clroamst ances

On 31-Aug-1016, o 58 year old, man, in unknown condition, with a concomitant medical condition
of an unspecified back disorder, was exposed to 1 Seresto Dog {unspecified)
(Flumethrin-Imidactoprid) collar when he applied it around the neck of his dog. The man washes
his hands every time he pets the dog.
On 02-5ep-2016, the man had symptoms of Lip, mouth, and tongue numbness, loss of taste,
anorexia, sore throat with difficulty swallowing and weight loss of 16 pounds.

On D3-5ep-2016, the man was examined by a doctor, tested negative for strep throat, asnd
tarted on oa regimen of amoxicillin by mouth.

Ot an unknown date in 5Sep20l8, the collar was removed from the dog for several days before
reapplication occurred. The symptoms continued during this time frame.

As of 12-5ep-2018, the sympioms localized to his threat are improved. The other signs
continied and no further medical interveniion has been sought.

ED_005739D_00013657-00024



23 Informmtion Involving Hunans

Voluntary Industry Reporting Pormdor 8z

Pravide all known, regpred information, If roguirest data feld information i ankneen, destgnats as sueh i appropriste ares. Page 3uf 3
Demographic information: Exposwre route A o ‘ . .
o ot o o ‘ Was ady eifeci resait of Wy protective clothing warn

S Yeurfs . . . ) e
8 Year(s) sickibonmicds or altempted fspecify) 7
suickdedhoroivids?

: Male
apation { if relevant} {ther No

i femuale, prognant ¥ Was sxpistre cooupational’? Fime between eapoage and
onsel of symploms

If ves, days lost dae e illne 3 Pays

B dab tests wera performd, B
test names snd resultsd D avaibable
subpsit report),

None reppried

Type of medeal care List signa‘symptomsfadverse efforts
titchide none, oling, ¥ Hypoaesthesis

department, private physician, POC, Taste disorder

hospital npationt) Anorexia

Laryngeal irritation
Exposure data Bysphagia

Weight loss

Arpount of posticids

Uriknown per 1

Bapse duration:
0 Bays
Pationt wright:

Unknown

Human severity categery
H-C

This box can be wed to provids any explanatory or quadifving informetion srrounding the tecident. fadd additional pages i nevessary)

Pogbernal 1Y #

2016-US0058172

Version : 16-Sep-2H0at 1051
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Voluntary Industry Reporting Form for 623 Adverse Fffeets Incident Information

Provvide all koown, required infrenation, If regeivesd shta fiobd Infinosation & wnkaown, designate as such in appropriate ;

Page b of 3

Bow i

Admimistrarive

Reporter Nams

E Ex. 6 Personal Privacy (PP) :
H i

106-24-2016

Contact persan {f different than ceporter?

Hot Applicable

Intemnel 1D 4

F016-U50058529

Ex. 6 Personal Privacy (PP)

Asldross
UaA

,,
P

Phone 4

Phone #

| Ex. 6 Personal Privacy (PP} |

fricadent Status;

ariginal subvisission

08-314-3014

Location and dute of incident. Date re

#Esy s

bevann aware of

incident.

09-14-2018

Wagincident part of larger siady ?

Mo

Ruvw 3
Pestivide] 3}

Invelvad

EPA Registravion ¥ (Product 1)

11556-152

EPA Registration # {Prodac 23

EPA Begisiration # {Produs 3)

AL {8}

Imidactomrig-Pyrinroxyfen

Produsy T oname

Advantage 11 Ltarge Cat

Product 2 nume

Presduct 3 pame

Exposed to roncentrate prior (o Shuthn 7

Exposed to concentrats prios to diltion ?

Exposed to vonventrate prior to dilgion ?

Formlalton
Topical solution

Formpulation

Formhut ion

Bow 3
Incident

Chrsumst anees

Evtilonos label dirsctions
wizre vl followed?
Yeu
plentionl mises . ‘
Intenticnml hisus (spesiy crop),
No highway il

AppHoator conified
pley?
No

Incident siter (Exaoples invhade Home, yasd,
schisol, dwstrial, nursery/ grioe
surfsoe water, commercial turf,

builiding/offive, Torestfwonds,

-

nhons

ricu aral
ft-af-nay, (rafl, wility,

Situation tent of wing prodect} Jexmnples
imchiding mixin
appHoution, fra
matntenancs of application equipment,
manafrctoringformelsting),

e Incident Description Hotes

oading, reentry,
sporiation, repalr,

How gx
{exainples inchudy divent
confact with wreated
1, ingestion, spill,
iy, ranoff,

JRiE M

Brisf s

See Incident
Description

ription of neident cireumstancrs

Wersion : F-Sep-2016 0 1100
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Yoluntary Indastry Reporting Form for 632y Adverse Effects Ineident Information
Frovide all knowa, required information. I regeived data field informatiog s wnknown, de

by

nate g3 such by sppropriste ares. Page 20f 3

Ernternal 1 # 2016-U500584929

Beief deseription of incldent cirodmstances

Dn 14-5ep-2016, 3 55 year old, woman, in unknown condition, with no known concomitant medical
conditions, was exposed 1o an unkiown volume of Advantage II Large Cat
{Imidacloprid-Pyriproxyfen)y when applying the product to her cat. The woman sgupezed & small
amount of the product on @ piece of paper and then placed her cigarette lighter on the same
piece of paper. There was no known direct product exposure to ihe woman or the lighter., The
woman then 13t a cigarette and ate a conkis,

Approximately 5 minutes post exposure,

the woman experienced symptoms of jaw pain, upset
stomach, heartburn, and light headedness

Approximately 10 minutes pest omset, the jaw pain resolved. Bo medical intervention was sought
amd the symptoms contioped.

Version @ 19-Bep-206 ar 11453
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Yoluntary Indusivy Reporting Form for 8232} Information Involving Hunang

Provide all Known, required inforpsation. IE regpived dats Dot infornsation Is wakaown, destgnate as sch in appropriste area, Page 3 of 3
Demographie information | Exposure rode: ‘ e . . . -
- H pusHe Was adverss effect result of Was protective clothing worn

5% Year{s} 19

swicidedhomictle or attempted
suicidehomicide?

Sex: Fewmale
Oecupation { i relevant ) Other Ho

Was exposurs ceugrad ional? Time between exposare and

I femde, progrant 7
et of

SYIRpLoRe

Unkniown to Company Hoyves duys Tost due to Hlness 5 Mingies *

Type of medival wure & H Tab tests were performed, st
mehads none, chinie, hos
department, private physician, PO Dyspepsia submit reporth

hospital inpatient) Dysphagia None reported

Dizziness

bt fexmmnples | List signsivymptoms/advarse effects
fal emerseney | Jaw disarder test pames swd vesulta{l available

Exposgre duta:
Ameunt of posticids
Unknown par 1

Exposs duratiomn
0O Dayvs
Prtiont weight:

Unknown

Humian severity category

£-C

This box ean be vsed 1o provide any explanatory or qualifving information sueronmding the incident. {add additiony] pages if necessary)

Intzenal 1D 4 p
§ £
2016-U50058929 iyyf'( ;
Fi

# approsmate Version 1 19-Sep-2016at 1108
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Voluntary Industry Reporting For for 6{a32) Adverse Bffects Incident Information
Provide all known, required boformation. 1 reqguired data fiold information bx unknown, designate 25 suh In appropriste area.

Page 1 of 3

Rovw 1
Administrative
Dafz

Beparter Name

Ex. 6 Personal Privacy (PP) E

Rubanission
duten

Contact person (3 dfferont than reporter)

Hot Applicable

{nternal 1D #

Z016-U5D059258

Adkdress

Ex. 6 Personal Privacy (PP)

Adkhoss

USA

Phione 4

! i
i Ex. 6 Personal Privacy (PP) |

Phone #

Tocident Statos:

Hew
fude cdate of
fi¥kin]

¥ oupdated
origmal s

08-04-2015

Location and date of ncident.

Pate registrant Was noi
hecmme wware of

incident.

09-15-2016

ent part of larger stady 7

Ho

Ruswe 2
Pesticideds)
Tovolved

EPA Registratipn # (Produet 13

11556-155

EFA Registration # (Product 33

ERA Registration # {Prodest 33

A

{5}
Flumethrin-Imidacloprig

AL {8

Product | pame

Seresto Large Dog

Product T pame

Froddiet 3 name

Haposed to concentyate prior 10 diltion 7

Expuosed to concantrate prios 1o dilation 7

Exposed o concentrate prior 1o dilutiog 7

Formulatinn

Collar

Formulation

Formulation

Circamstancss

of directions | Inchlont siies {

il

Bvidenee hab

wers nat folle
Yes

Intentinnal oisuse

He

fighway 1

AppBeator coriifind
Q-)( k }:‘A‘

Examples inelude home, vard,
school, industrial, nursery/ groenhonss,

surface wuter, commercial twf,
boikbngloffive, forestiwoods, agrivaliursl
tepecify crop), right-of-way, (mil, ntility,

avandacturingformalating,

Sauation (et of nsing product) i
mctoding mixingfoading, resntry,
applivation, transpoststion, repair,
maintenanee of application equipment,

See Ingident Description Hotes

How expihsed
{examples inclade divect
sontact with treated
surface, ingestion, spifl,
drift, ranedd,

See Incident
Bescription

Brief deseription of maident ciroumstances

Version @ 19-8ep-20006 gt G840
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Yolaniary Indusiry Reporting Form for 8a32) Adverse Bifects Incident Information

Provide sl koowa, roquired information, 1T requived data field nformation s waknown, designate as such in appropriste area. Puage 2 of 3
Pnsernal 1D 8 2016-US00592398

Brief desoription of inchlont ciroumstances

O oan uaspecified date in Jun-3016, & woman, in unknown condition, with no known concomitant
medical conditions, was acoidentally exposed o an unknown amount of 1 Seresto Large Dog
{(Flumethrin-Imidacloprid) collar on her hands when she applied it to her dog.

Un approximately 04-Aug-2018, the woman experienced a dry cough daily.

O an unspecified date post onset of sign, in 2018, the woman was examined by a physician who
performed a thoracic radiograph which was normal, Ho known Lreatments was performed.

On 2o-Aug-2016, the woman removed the collar from the dog and bathed the dog with a Viguid
spoap.  Ho further medical dntervention was sought and the woman continued to have a dry

Verston ¢ 19-5ep-2016 st 08:40
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Volmtary Industry Reporting Form for 6(2)(2) Information Involving Homans

Frovide sl knwwn, required information. If required data field information is unknown, designate os such in appropriste ares,

| faan
A

aphic information: Exposurs routs

Was adverse offset result of Was protective clothing worn
s B g
Unknown

idefhonrivids vr atiempted {spontlyy ¥

. . sufckdedhomicide?
o0 Female

Clecupation { F relovant} Diher Ko
If female, premant ? Was expone ocoupationat? Time brtween exposnre and

st of symploms:

Unknown to Company I yes, days Jost due (o Hiness: Unknown

Type of wedical care sought {examples  § List stgnafsymptomsadverse effests ) dab reosts wore performed, i
inchsde none, clinie, hospital smergenoy Cough test pames and results I avadlable
depariment, private physiclan, P suhmi repon),

hospital inpatient) Hone reporied

Exposre data:
Amount of pesticide:;
Unknown per 1

Bypose duratis
O Days
Futjent weight:

Unkriown

Hurnan severity category

H-C

Thisbox can be nsed 1o provide any sxplenatory or guibifving information serrounding the incident. {dd additional pages if necessary}

{nterna] 1D # /’*’ %
i

I016-U50059298

Version 1 19-Sep-2016 at 0840
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Yolntary Industry Reporting Formn for 6a)2) Adverse Bffects Incident Infornmation

Frovide ol known, required information. If required data feld loformation Is wnkoown, desdgmate ax aeh in appropriste aros

Page 1 of 3

Hawe |
Adavinidrative
Dt

Reporter Name

Subraizion

Ex. 6 Personal Privacy (PP}

date.
10-34-2016

Contret person (i dilferent than repostery]

net applicable

Trternand 1D #

A016-US0059506

Address

Adkdress

Ex. 6 Personal Privacy (PP)

USA

Phone #

Pl 4

Ex. 6 Personal Privacy (PP)

Tacident Satus

New
H oupdateinchsk date of
original submission

Location and date of ncident,

incident.

08-15-2016

Pt vogis

became aware of

09-16-2016

]

Was ioident part of farger stoly 7

L]

Rovw 2
Peatfcidedsy
Tovolved

11556-152

EPA Begisration # (Prodos 1)

EPA Regiatration # (Prodect 23

EPA Kegistratinn # (Prodoot 33

A {83

Imidacioprid-Pyr

iproxyien

Prodt | name

Advantage 11 Large (at

Froshxt 2 name

Product 3 s

d 1o concentrate prior to dlotion 2

2}

{Bxposed to concentrats prioy to dihedon ?

Exposed to conventrate privy (o dilution 7

Formniation
Topical sol

Formulation
ution

Formudatios

Roow 3
cidkent

Circmmstanoes

widenee fabel directions

wers 1ot followed?

Yes
Tatentional minme

No

Appheator vertified

P03

N

Incident siter {Examples inchude home, yard,

school, iuhstrial, musery! greenhouss,

surface water, somneroial tarf,
butlding/oilice, forestronads, agricultiral
(speeify crop), vight-of-vay, (rail, wility,

highwaysi

&5

Pty
tnchling mixingload
application, transporiation, repair,

of appheation equpment,
armulatingt

timtion {a of wiag producty {examples

ing, resntry,

et anan
manifacturing

See Incident Description Noiss

Huow exposed:
{enamples inchule dirget
contaet with trosted
sarface, o, spitl
drify, runoffy,

Seg Incident
Description

Brief desoription of meilent vircumstances

Version  20-Sep-2016 at 123
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Yoluntary Industry Reporting Formfor 6(a)(2) Adveme Effects Invident Information

Provide all knosn, reguired information. 1 required data Geld information i unknows, designate as

sch in appropriate areu, Pige 2of 3

Internal 1D # ID16-USDORYSNS

Brief deseription of incident circomutancas

On 155%ep20l6, 2 28 year old woman, in unknown condition, with no known concomitant medicsl
conditions, was expossd te an unkrown ampunt of Advantage 11 Large Cat
(Imidacloprid-Pyriproxyfen) when the product got onto her tongue while she opengd the tube with
her mouth.

Immediately post product exposure, the woman developed a numbing sensation on the tip of her
tongus,

On 165%ep2016, the syspiom continued unchanged and the woman was not svaluated by a physician.

Wersion ; 20-8ep-2016 a1 12:31
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Voluntary Industry Reponting Form for 62} Information Involving Humans

Provide all known, requirsd Information. I roquired duta feld information s unknown, designate as suchi in approprisis srea.

Fage 3 of §

i

Demrogrsphic information:

38 Yeari{sy

Sex : Female
Oecupation I relevan}

Exposure route:

Woas sdverse effect resalt of
suieidehomicide or aftempioed
sndedoanieida?

Ho

st drbres waam

B fosale, pregrant ?

Unknown to Company

R pOsnIe oouupational?

1F wes, days lost due to il

Thne belween exposirs amd
anset of symploms:

1 Minutes *

Toepe of medical care sought (sxamples
el none, clinle, hospital emergency
departioent, private physician, PCC,
Baspital inpatient)

Ho therapy. observation

Exposars data
Aresnt of pesticide:
Unknown per 1

Expsove diration:

o Days
Patient weoighi:
Uriknown

Human severily vategory

H-C

Last

symptosiadverse effects
Hypoaesthesia

Ff fub tosts sere performed, lis
1oy warnes e resalisd :
subel reportd,

Hope reporied

Thisbox can be wsed to provide any ¢

planagtory or qualifying information surmmunding the ncident, fadd addisions

Internad 1) # e"f‘ i
ﬁ@} .

2016-USDOSEEDE (4

* approsimate

Version : 20-Sep-2016 gt 12:3]
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Voluntary Industry

aponting Form for X2y Adverse Bffects Incident Information

Provide el known, required inforesstion. 3 roguired deta field information s suknesn, designate as such in BRPTOETIEG Area,

Fagz 1 of 3

Row i
Administrative
Dafn

Reporter Napse

Ex. 6 Personal Privacy (PP) :

Subunission
data,

10-24-3016

Comtact peeson Gf difterent them repotan)

ot Applicable

Interpad 10 #

2U16-US0055817

Adldrass

Ex. 6 Personal Privacy (PP}

N
Y
{ LR
NI Py

Phoene #

Ex. 6 Personal Privacy (PP)

FPhone #

{mcident Sratus
New
I wpdatenclode date of

prigingl ahbmission

08-16-2016

Lescation sl doete of moident.

Drage registrant
hocame aware of
incident,

09-19-2016

Was incident part of larg

Mo

How?2
Pesticidugsy
Invedved

EP A Regstration # (Prodect 1)

11556-155

EPA Registration # (Product 2}

EPA Begistration 8 (Prodect 3}

AL (8

Flumethrin-Imidacioprid

A s

A (s

Product | name

Seresto Large bog

Prodiet 2 name

Producet 3 nune

Exposed o coposntrate prior (o dilition 7

BExposed to concentrate prior to dilution ?

Exposed ro coneentrate prior to dilion 7

Fornugdation
Collar

Formulation

Fermdation

Clremnstanoes

Evidence label directions {Inetdent site: (F
wers aot folowed?
Yes

Irmtetinnal misss

s
schoed, ndustrial, wursers/ greenhouse,
sarfocs water, compercial torf,

mutldingfoifice, forestfooods,

s include hone, yard,

jcuitueal

Stmion fact of wsing product) Hexamples
isclucling mikinglond

rint e e of

&, rReniEY,
priaiion, repair,
phication squpment,

Ho

Appdicator contiffed
POOT
fo

{specify crop), right-of-vay, (rail, wility,
Brighrway )y,

msnufactwringSormudating),

See Incident Desucripiion Notes

How axposed:
{examples inchuds direct
coniaet with trested

surf fos, spill,
drift, ‘

See Incident
Description

Beief deseription of neident ciroummsiances

s T
v
- ;

s -~
L

e

Version : 21-Sep-2010at 1442
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Yoluntary Industey Reponing Foom for&ad@) Adverse Bffects Incident Information

Pravide aft kniow, reguired information. 3 requived data Fleld information is uwakoown, designate as such In approprinte seea, Page 2ol 3

o

Internad D # 2016050055917

Brief desoripgion of nsident clroumstances

On 1o-5ep-2016, a 35 year old, woman, in unknown condition, with no known concomitant medical

cotlar when she applied it to her dog.

At an unspacified time on approximately 16-5ep-2016, post application. the woman experienced
generatized hives. The woman washed with an unspecified scap and applied an unspecified
tidocaine ointment topically.

On approximately 17-%ep-2016, the woman experienced small, red, skin ulcerations ab the
gxposure site,

On 15-52p-2016, the woman experienced bleeding from the cxposure site, which resolved at an
unspecitied time on the same day.

On 18-Sep-2016, the woman experienced shiny, skin lesions at the exposure site.

The womzn was not examined by a physician and the signs continued.

Version 1 21-Sep-2016 at 1442
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Yoluntary Industey Reporting Form for 6{a02) Information Involving Humans

rovide all known, regpived information. I requived duta field information is unknovay, designate as such In approgriste area, Page 3 of 3
Demographic informatiog Expunge rowe; ; ; . . . .
%’" gy pos Was adversy offact resaft of Was protective clothing worn

55 Year(s)

suieidedbomicide or attempted {apecify) 7

% saividehomicide?
W Female

Oroapation {if relavant) Other Ho
I Feymals, proensnt 7 Wi e eyl iongl? Time between sxposare and
s ot of symptmms
Forsen b ot die e 3 .
Unknown to Company I yus, days lost due to illness: Urknown
Tepe of medical care songht Qegomples | List signsisymptomstadearse effects 1 Bob tesls were performed, Ha
wnwclude none, olinie, bospital smergeney fUrticaria test rmnes and result G 1T avatiahle
department, private physician, PCOC, Application site erythema subsytt report b
haspital inpatients Application site ulcer Hone reported
Application site haemorrhage

Exposora data Application site 1esion
Amoun of pesticide:
Unknown per 1

Expaose duration:
0 Days

Patient weight:

Unknown

Huran soverify gategory

H-C

This box can be wed to provide suy explasdory or gualifylng information surrounding the incident, {add dditional pages if necessaryy

Interpal I3 # SR AT
< §
. ;
INLS-USQOS9%1Yy §
e

Version 1 21-Sep-2016 at 1443
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Volentary Industry Reporting Form for 6(a)(2) Adverse Effects Incident Information

Provide oll kaown, reguivad informustion. 1§ regpired data feld information is anknown, desly

ate assuch i approprinie aren

Page 1 of 3

Ruow |
Adminktrative

Roporter Mame

Ex. 6 Personal Privacy (PP) E

Sahmidssion
dare,

10~24-2016

Contact person (if differsnt than veporter)

Mot Applicable

Entornal TD) #

2016-U50061022

Ex. 6 Personal Privacy (PP)

Arkdpian
15

Phone #

1

Ex. 6 Personal Privacy (PP)

Phone #

Incident St

Mow
¥ apdate dnclade dare of
origimal sufntssion

Locgtion an

43-07-2016

difate ot incident. Drate registrant
becune aware of

incident,

09-32-20156

Was incident part of Jarger study ?

He

Kaowd
Fostiride(s)

EPA Registration # (Prodwet 1}

EPA Registration # (Proddeet 23

EPA Registration # {Product 3

Iavalved 11556-155
AL {8} Ad. {8 AL ()
Flumethrin-Imidacloprig
Prodoct T aams Broduct 2 name Product 3 aame
oo 4 -
Seresto Large Dog
Exposed to concentrate prior to difution 7. [Exposed to sonsentrate prior to dihaion ¥ | Exposed to concentrate prior to dilation ¢
Formulstion Formdation Formaulation
Collar
Rowd {Bvidence label divections {Incident site: (Examples inchuls home, vard, Sttion {act of nsing product} ((examples
Incident ware no followd? school, indestrial, nurseey/ gresnhe including mixingloading, veoniry,

Clreumstances

Intentions) misss

Ho

Appheator certified
P

Mo

surface wate
¥

Fasbdingvifice, forestiaonds

r, cogumerciad tuef,

application, transporiation, repair,
malnienance of appheation wpigment,
manefsotwingform

See Incident Description Notes

ulatingl.

How exposad:
{examples inchude direst
comtast with treuted

i, ingastion, spill,
drift| rung
Seg Incident
Bescription

:{e \.-,;.";"{
Vo (f\{
&
- ()

Yersion : 26-8ep-2016at 10:30
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Volontary Industry Reponing Form for 6a02) Adverse Bffects ncident Information

Provide ) Brosan, reguired information. I regeired dota Tiedd information s unknows, de

te assuch in appropricte stew. Page 2oi 3

Tuternal 13 ¢ 2018-USO061022

Brief deseription of incident circumstances

On 06-5ep-2018. & 73 year pld, woman, in unknown condition, with rorromitant medical conditions
of skin and mulitiple sclerosis, who was administered an umspecified multiple
sche ion, cyanocobalamin injections, duloxetine orally, aripiprazole via as unknown

route, and an unspecified vitamin 311 since an unknown date in 2016, was exposed to an unkoown
ampunt of 1 Seresto Large Dog (Flumethrin-Imidacloprid) collar on her hands when she placed it
around her dog's neck.

On approximately 07-5ep-2016, the woman experienced facial swelling, periorbital swelling, lip
swelling, a rash, and felt weak., The individual was tramsported wia an ambulance fo an
emergency room and was exawmined by an emergency room physician and was treated with unspecified
intravenous fluids, intravenous diphenhydramine and oxygen. The physicisn performed
unspecified blood work and a cat scan with the results  unknown.,  The woman was discharged from
the emurgency room and sxparienced exhaustion,

O approwimately 15-52p-2016, the woman was sxposed on her hands to an unkiown amount of the
Seresto Large Dog collar when she removed the collar from the dog and approximately 1 hour post
exposure, she experienced pruritus and sdema at the exposure site on her hands. The ingdividual
washeéd her hands with an unspecified soap and the pruritus and sdema at the expesure site of
her hamnds resolved within approximately 12 nours. ALl other c¢linical signs continued.

Version : 26-Sep-2006 at 130
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Volantary Industry Beporting Formfor 6{23(2) Infonmation Involving Humans

Provide el known, vequived infonmation. I¥ reguired data field information s unknown, designate az such in appropriste area.

Bemographic miormation:
Ager 73 Year(s)

g £

CFemale
Oecupation { i relovant}

Exposre ronte:

Other

Wan sdverse effect reselt of
suicidehomicide or sttempted
5

suctdeforic

ko

Was protective clothing worn
Capecify) 7

¥ female, pregnant 7

Unknown to Company

Was exposire occupational?

H owes, days Jost due to ilness

Time betwesn sxposure shd
smset of Symipoms:

1 Days *

Type of medival care sought {examples

depariment, privide phys
hosgital lnpatient}
Mphenhydramine Fluids,

chan, PEC,

include none, clinde, hospital emergency

Exposure dati;
Agnount of pestichio

Unknown per 1

Pationt weight:

Unknown

Human severity category

M-

Lt dgnsfsymptomsfadverse effects

Allergic oedema
Pertarbital oodema
Allergic oedema

Dermatitis and eczema

Lethargy

Lethargy

Application s
M

i
Application site

te pruritus
pedena

3F Tk Lot s
tost remes and resultsfIF available
subgadt ropost ).

Mone reported

ware performed, st

This box can be peed to provide any explonatory or qualifving nformatiog surrousding the ncident. (add additional pages it ner

Pternsd 13 # S A
fe / \%
A0L6-USOOGI0IT ikww}

Fapprosinate

Yersion  16-Sep-2016 at HX30
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Voluntary Industry Reposting Form for 600(2) Adverse Bffects Incident Information

Provid

e all known, required information. 1 roqdired data fleld information is unknown, designate as such in appropriste ares.

Paga L of 3

Row }
Adreinistrative
Phta

Rapuarter Nama

Ex. 6 Personal Privacy (PP)

Salwnission

date.

10-34-201%

Kot

Comtact person (F differcnt than reporter)

Applicable

Imternat D #

F016-US0061715

Adibrass

Ex. 6 Personal Privacy (PP)

Adidress

USA

Phioe @

Phone ¥

: i
i Ex.6 Personal Privacy (PP) i
i i

Incident Qs
Mew
W oapidateanchede date of

arightal submisson

069-23-201

b

Eaocation and date of incident,

Became swars of
incident,

09-26-2016

| Was incident part of hargat study 7

Ho

Row 2
Pestichdels
Toves

rod

EPA Regstration$ (Product 1)

11556142

EPA Registration  (Prodast 23

ERA Registration # (Frodet $)

AL i

Imidacioprid-Permethrin-
Pyrioroxyfen

At (s

AL (s}

Froduet b oname

K9 advantix I1 Medium Doz

Produact T aame

Produzt 3 name

Expossd to concentrate privg Lo dlotion ?

Exposed to concontrats pripr to dihaion ¥

Exposed to concetrare prior to dotion

Formulation
Topical solution

Formaulation

Formdation

Rorw 3
in it
Ciretmstandes

Evadence ] thrections
7

wore nod Tollomee
Yes

Tpentional misuse

No

Appdicator conified
POO?
Mo

Incident stte: {Exumples include hoe, vard,
szboo], mdisarial, nuesery/ greenhouse,
sarface water, comumersial turf,
tanldingioftive, forest/woods, agricull aral
{specifly crop), dight-of-wiy, (ratl, wiliey,
fighway}y.

Sitmation (act of wing producty {ovamples
g mbxingloading, reentry,

ikl
applics
maintenames of appheation equipment,
manfacturingformulatingy,

&

netdent Description Notes

L4
5
54
fand

How sxpuesed
{evamples fnchdy
contact with troated
surfnce, ingestion, spifl,
sleift, runeff).

Ses

Incident
Description

Brief description of incident circumstances

-
H

|

Version : 28-Bep-2016 w1 112536
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s fncudent Information

‘oluntary budonsivy Reporting Formfor 6(a%2) Advene 5

Provide i knowa, required information. I required data fiedd information is wnknown, deg f i appropriate ares,

Fetearmad 115 4 2016-US0061715

Brivf description of b

e chroumsi ances

On 22-5ep-2016. a 67 year old, woman, in unknown condition, with no known concomitant medical
conditions, v exposed to an unknown amount of K9 Advantix 11 Medium Dog
(Imidacioprid-Permethrin-Pyriproxy¥en) when she applied it to her dog. No known dirent
exposure gcourred,

Oy 23-5ep-2016, the individual expsrienced erythema and hlisters on an unspecified arm.

On approximately 25-5ep-2016, the individual was examined by a physician and treated with an
unspecified ointment topically.

P

On approximately 26-5Sep-2016. the signs worsened.

P
ke

g “
{ ! ¢
[ S ‘/

,\'j\‘
[A—

Version - 28-Sep-2016 &t 11:36
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Voluntary Indusiry Reporting Form for 60a)2) Information Invelving Hunmns

Provide all Known, reguived information. If required data field information is unkacwn, designait as sush in spymapriale ares,

Page 2 of 3

 Demographic informating:
Ager B7 Year(s)

ex: Female
Crcupation (O relovant)

Expoawe rode:

Other

Was advorse effect result of
suicidedhomicide or aitemptad

sutictdeTwmicida?

Ho

Was protective elothing worn
(specifyy 7

If femude, prognant

Unknown to Company

Was exposire occepationsl?

I yes, days lost dus to illness:

Time between axponge sl
oapsel of symptoms

1 Days

Type of medical care sought figomples
de mone, cHale, bospital emergency
riment, private physician, FOC,
hospital inpatient)
Pitute/irrigate/wash: Unknn

Expesors dota
Amonnt of pesticids
Unknown per 1

Expose doration:
4 Days
Patient weight:

ok nown

Human s

Edst signsioympronsfatverse effuetg

Erythema
Butlous disorder

1 kab vests were porformed, list
tesl namtes and reselts(1f availabice
subynit veport )

Hone reporied

This box can be wed to provide any sxplanatory or quadifying information sarounding the meident. {add additional p

if necessary

Intornal 1D ¢ 5

F016-U50061715

Version 1 28-Sep-2016 a1 11:56
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Voluntary Industry Beporting Form for 8

Provide all kuows, required information, If regaived data field informestion s wnkuown, dog

W2 Adwverse Eifects Incident Information

wrate as ach in appropridte stea,

Poge L of 3

How §
Adudnbtrative
Drata

Reporier Mame

! Ex. 6 Personal Privacy (PP) :

10-34-2016

{Cantact person (3 Afferent then reporter)

Mot Applicable

Intermd i 8

2016-US0061721

Ex. 6 Personal Privacy (PP}

Phons §

Phone #

i
i Ex. 6 Personal Privacy (PP) :

Incident Statuy

Hew
H updnte inclode dute of
originad submission

Leseation sl date of mwideny,

iate regstrant
became gware of
icident,

09-26-2016

Was incndent part of hvger study 7

Row?

fnvabved

EPA Registratiom # (Product 1)

11556-144

EPFA Regbtration # (Prodeet 2)

EPA Registration # {Product 33

AL (5}

Imidacloprid-Permethrin.
Pyriproxyfen

AL (s}

AL {5

Produwt T name

K9 Advantix I Extra
Large Dog

Proslost 2 nama

~

Product 3 yaune

Exposad to conventrate pring (o Jlation 7

Exposed to soncentrate prive 1o dilwion 7

Expased to concentrate prive 1o diletion 7

Forplation
Toptcal sclution

Fornlation

Formalation

Row 3
Focident
it ans

fabs) divections | incident sifs

wire ok foloeed?

Evidenc

Yag
Indentiomal misuss

jife] Fiahway .

Applivator certified
PO

sehiool, industrial,
strfice water, comunercied Dl

ildingioffice, forestfnonds, wgricoliurst
Copecify Cropl, right-of-way, (radl, wriliy,

v/ gresnhonse,

St ion (et of wing product) {examples
nchoding mixingfoading, rontiry,
appdicotion, transporiation, repai,

S T T T
mianulscturingformutatingy,

See Incident Description Hotes

E2h

prhication squipment,

ot divet
contact with treated

swrfave, ngestion, spil,
drift, runoff)

See Incident
Description

8 Brief deseription of incdony chowmndances

Version 1 28-Sep-2016ar 13:34
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WVoluntary Industry Reponting Form for 6(a42) Adverse Eifects Incident Information

Provide all known, requived Infounation. IF required data field information is vakmows., designate os snch in uppropriate area, Pagi 2 of 3
Internad 1Dy # 2016-Y50061721
Brief doscription of inclident Clrowmstances
On 25-5ep~-2016, a 31 year old, woman, in unknown condition, with no known concomitant medical
conditions, was exposed to an unkoown amount of K9 Advantix II Extra Large Dog
(Imidacloprid-Perpethrin-Pyriproxyfen) when she applied it to her dog who tried te run and she
got same on her hands.
Approximately 1 hour post exposure. the individual washed her hends with an unspecified soap.
On 26-3ep-2016, the individual experienced light headedness, dizziness, nausea, sweating, and
disorientation. The individual self administered an unknown dose of acetaminophen grally and
drank waler.
The individual was not exemined by a physician and the signs continued.
A B
{oe ;,M,\}
o

N

Version ; 28-Bep-2016 w1 1334

ED_005739D_00013657-00045



Voluntary Industry Reporting Form for 6(a)2) Infornation Involving Humans

Frovide afl ¥novwn, required informadion. 1f required data field information is unknown, designate os such in appropriate area,

Demographic nformation:
Ager 31 Year (s}

Sex t Femals
Decupwion (i relevam)

Exposgre route:

Other

Was adverse eifect reaudt of
suicidebomicide oy attanpted
siridehonmicide?

Mo

H female, pregpant 7

Unknown to Company

Wag exposire occupalional?

If yes, days tost due 1o e

Time between exposura aml
onset of symptomy

1 Days

Was protective clothing worn
{sprcify) !

Type of medival care %
inchinds nons, olingy, ho

i {examples
al emargeney
separtment, private plivsician, POC,
hospitad inpatio)

Exposurs datw
Amount of pesticide:
Unknown per 1

Expuese duration:
D Days
Pationt weighi:

Unkngwn

Humon severity category

H-{

List sigrefrvmptomsfadverse effects

Dizziness
frizziness

Hausea
Hyperhidrosis
Mental confusion

I fab tests wars porformed, iy
et pames and resolts(1 avatable

st pegeort b

Mone reporied

This box canbe sed 1o provide any explanatory or qualifying information surrcending the Invident. {add additinnal pages

s i poCesary

Internal D # f
i

2016-450061721

‘ersion @ 28-Sep-2016 at 1334
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Yoluntary Indusiry Reporting Form for 6(a3(2) Adverse Fifects Inoident Informution

Frowi

inown, required information. If reguired data Held information is eakonwn, dosfonate s such in appropriste aren

Page | of 3

Row ]
Addministeative
Dhats

Reporter MName

Ex. 6 Personal Privacy (PP)

Subynission
dute.

190-24-2016

Comtaat person (F diffarent than repovten)

Hot Applicable

tnternal T #

2016-US0061751

Adkdroas
UsA

Phope #

Plone #

Ex. 6 Personal Privacy (PP)

Tneblont Satus:

New
W update includs date of

wriginal subinission

09-01-20186

FLovation and dets of incident.

Date registrant

W tnciident part of larger stedy ?

o

Row 2
Prutic
Involvi

EPA Raug

ration # {Produst 1

Unknown

EPA Registration # (Product 2)

EPA Registration # (Produat

Ad

e

Imidacloprid-Permethrin-
Pyriproxyfen

AL {51

A, {9}

Produet T onamse

K% Advantix IT
{unspect fied)

Product 2 name

Produst 3 nante

Exposed o concentrate prior o dilition ?

Espused o coneontrate prior to diluion 7

Exposed to concentrate prios oo difuiog 7

Formudating
Topical solution

Formudation

Formulation

Fowe 3
Ineidem
Clreumstances

Hvidenoe Tabel directions
were mt fotlwed?
Yes
Intentinaal minse

Mo

Applicator vertified
Pt
Ko

Invident site: {(Examples include bome, vard,
schood, industrial, nurseryf greenhouse,
surface water, commercial turf,
batldingioflice, forestivoods, sgriculiul
(sperify crop), right-of-way, {rail, milly,
highway i

Sttuation (act of wing produet) (esamples
inchudfing mikingAouding, reemry,
apphcation, transportation, repalr,
maintenance of application equpment,
manefecimingformulating)

See Incident Description Notes

Hew oxprssd:
{syamples inchide direey
contact with treatesd
surface, ingestion, spill,
drift, roneff.
See Incident
Description

Brief description of incident vircumstances

Version : 30-Sep-2016 at 1

ED_005739D_00013657-00047
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Volumtary Industry Reporting For for (a2 Adverse Effects Incident Information
Provide alt known, raguired information. 1 reguired dua

2l information is upknown, designate as soch in appropsiste ares. Page 20f 3

Internal 193 & 2016-Us0061751

Briet deseription of ipcident circumstances

O an unspecified date in Sep 2016, a 1 year boy, in unkrown condition, with no known
concomitant medical conditions, was exposed to an unknown amount of K9 Advantix 17
(unspecified) {Imidacioprid-Permethrin-Pyriproxyfen) when he plaved with dogs to which the
product had been applied the same day. Ho known direct exposure occurred.

Four days after playing with the dogs in Sep 2016, the boy developed uriicariz and pimples on
his arms, face, and behind his earg,

On 285ep2016. the symploms were improving. He was net evaluated by a physician,

T
L A
kA

H i
~wo‘?

Yersion : 30-Rep-2016 at 152
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Yeluntary Industry Reportng Form for 84)

2} Information Involving Hunang
Provide all known, required tnformation. 1f reguired dia feld information s anknown, designats a4 soch in approprist

2 Brew: Paze 3 of 3

Demographic information:
Ager 1 Yearis) -

Sex o Male

Oegupation { i relevant)

Ex oSt rouke

Bther

Wag advitse effect result of
sufeidedonricide or sttempted
suicidethamicide?

Ko

If female, pregnant 7

Was exposige oocupational?

If yes, days lost due to iHpess:

Thne betwesn exposure and
onset of symptivos:

4 Days

Was pristective dlothing worn

Tvpe of malival cars sought (examples
inclode none, olinde, hospltal smorgeney
deparfraent, private physician, PO,
hospital inpatient)

Exprsure data
Amount of pestichde;
Unknown per 1

Expose durstion:
0 Days
Paricot weighe:

Unknown

Human severity category

H-€

List signafsymptomsadverse sffects
Urticaris
Bermatitis and ecrems

H fab tests weve performed, Tis
test names and resafts{ av
submit reporth

Hone reported

atlnble

This box cun by vsed (o provide eny explanatory or gualifving information surrounding the incident, (add additional pages if necessary)

Internal 10§

2016-US0061751

F—

ersion © HeSep-2016at 14:32

ED_005739D_00013657-00049



VYoluniary Indostry Reponting Form for 8ad?) Advere Effects ncident Information

Provide all Knvwn, reguired information, If vequired daty field informstion i unkoown, desigoate as such in appropriate mea,
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Wolimtary Industry Reporiing Form for 802} Adverse Fifects Tncident Information

Provide sl bnrew, required information, I required data fieldinformation s unknows, &

P
7

rate as such i appropriste srem Paga 2 of -
Fpernsl I # 2016-US0062393

Brief desoription of incident virownm ances

On 27-5pp-2016, an 8 year old boy, in unknown condition, with no known concomitant medical
conditions, was exposed to an unkoown amount of KO Advantix I1 Extra Large Bog
(Imidactoprid-Permethrin-Pyriproxyfen) when it was spplied to the dog ang the dag slept with
fim,

On 28-Sep-2016, the individual sxperienced a burning sensation on his Face. The individual’s
fave was washed with an unspecified scap, then the individual experienced erythema on his face.

The individual was not examined by a physician and the signs continusd.
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Voluntary Industry Reporting Formfor 6()2) Information Iovolving Humans

Provide it knows, sequired Infsrmation. 1 reguired data fleld information is unknoss, designate a2 soch in sparopriste srea,

Page 3 of

3

Demographie information:
8 Year{s)

Bex: Male
Choupation { i relevant)

Expouame roster

Other

Was adverss offect result of

suivide/homicide or sempted

suicideshomicide?

Was protective clodbing worn
{spaeify)y ?

I fesnale, preogrant 7

Woas exposre oceupational?

8 s, days lost due to iliness:

Time betwory exposurs and
omisist of symptoms:

1 Days

Trype of mudical core souchl {s
¥p 2

carmplos

department, priviate phiys
fospital inpatient}

tan, POO

ik nowe, elinde, hospital eowrgenoy

nknown per 1

Expose duration:
0 Days
Patient weight:

Unknown

Human severity catemnry
* &

H-C

This b

Parassthesia
Eryihema

Liste signsfsymptomwudverse affects

If lab sests were performed, Tist
tewt mnes and resull i avaifable
subrnit reporty,

Hone reporied

van be used 10 provide any explmatory or qualifying information swrownding the incident. {add sdditivm prages i necossaryd

Internal Hy #

2016-U50062393

Yersion : 3-0c- 2008 at 3834

ED_005739D_00013657-00052



Volamtary Industry Reposting Porm for 60a)(2) Adverse Bffects Tnoident Informuaiion

Provide sl known, required nformation. 1 required data feld informarion is unknown, designate s such in appropeists area.
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Volumtary Industry Reporting Formfor 6(a)2) Adverse Effects Incident Information

Frovide all bnown, sequired information. 1 regared dars field information is unknowas. designate as such in appropriste area.

Frternad [ # 2016-U50062335

Brief deseviption of Incident cirowmstances

On 28-Aug-2016, an approximately 87 year old, woman, in unknown condition, with concomitant
medical conditions of suspected seasonal allergies, was exposed Io an unknown amount of 1
Seresto Large Dog {(Flumethrin-Imidacloprid) collar when it was apnlied to her dog. It is
unknown 3 any direct axposure ocourred,

On an unspecified date post exposure, the
an wnapecitied elbow.  The iadividual was
unspecified halobetasel cream topically.

individual experisnced erythems and irritation to
examined by a physician who treated with an

The signs continued.
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Voluntary Indostry Reponing Form for 8{a)2) Infornmtion Invelvisg Hurans

Provide sl kowwn, required information, I required dats fold information ds unknews, designate ss soch in appropriste area.
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departmment, private ph
hesspiral Inpatient)
Sternids, Topical

s, PCC:;
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